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Sponsor: ~Synt hes (USA)
1301 Goben Paxk~way
WedtChesterPA 19380
(610) 719-6940, JAN 1 1 2010

Contact: Sheri L. Musgmmg
Sytffes (USA)
1301.GoshenParkway
West Chester, PA 19380
(610)1719-6940
FAX (484) 356.9682

Device.Name: Synthes 7.3 -u Caumulated Slip~ped Capital Femoral Epiphysis
Screws (SCFE)

Clsasification: Class il% §888.3040 - Smooth or threaded mectallic hone fixation.
fastener

Predicate Device: Synthes 6.5 mm Cannulated Screws
SynthesWashers

Device Descritin Th yte . amltdSipdCapital Femoral
Epipihysia Screws (8CdE) have a cantunlated shsfAare self-twping
with a cancdilous thread that can be guided into position via a2.8mmgide wire, and-range i overftillengths-from 45 mm -130

mm, and have 10 mm and 20,mm tread lengths. Oval washers of
1 mm and 2 mm are also available to use with the screws for
precise depth placemnunin bone. The screws and washers are
availiable in stainless steel.

Intended Use: The~Synthes 7.3 am Canmulated.Slipped.Capital Femaoral
Epiphysis Screwa~sre intended for flacture fixation of lafge bones
and large bone fragments including femoral neck fratures; slliwped
capital femoral epiphyses; tibial plateau fractures; ankle
arthrodeses; pediatric femoral neck fractures; intercondylar ffimw
fracturcs;.SIljoint disruptions; and subtalar artliodeses.

Substatital Information presented suppozts substantial eqptvale nee.
Equivalence:
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4 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD20993-0002

Synthes USA, Inc.
Va Ms. Sheri L. Musgnung
1301 Goshen Parkway
West Chester, Pennsylvania 19380 JIAN I112010

Re: K092909
Trade/DeviceNamne: Synthes 7.3 mm Cannulated Slipped Capital Eemoral Epiphysis

Screws (SOFE)
Regulation Number: 21 CFR 888.3040
Regulation Name: Smooth or threaded metallic bone fixation fastener
Regulatory Class: II
Product Code: HWC
Dated: December 23, 2009
Received: December 24, 2009

Dear Ms. Musgnung:

We have reviewed your Section 510(k) premnarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use. stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified'in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval.of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration..

If your device is classified.(see above) into either class II (Special Controls) or class mI (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title2l, Parts 800to 898. In addition, FDA may
publish far-ther announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies -with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.
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If you desire specific advice for your device on our, labeling regulation (21 CFR Part 801), please
go to http://www.fda gov/AboutFDA/CentersOffices/CDRH/CDRHoffices/ucrml 1 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the re-gulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adv'erse events under the MIDR regulation (21
CFR Part 803),,please go to
htt)://www.fda.g~ov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH' s Office
ofSurveillance ;and Biometrics/Division of Postmarket Surveillance.

You niay obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-71 00 or at its Internet address
http://wwvw.fda. gov/MedicalDevices/ResourcesforYou/Industty/default~htm

Sincerely yours,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic,

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclo sure



SSYNTHES
2.0 hdicaitions forUse

5100c) Nurmber~(if known): KDO~INfi
Device Name: Svths7. m anuadSlpdCpilFeol

EihSies cew . cE

Indications for Use:

The Synthes 7.3 mm Carnulated' Slipped Capital Femoral
EpiPhYsis Screws arc intended for fractur fixation of large
bones and large bone fragmaents includingflbmoral-nck
fractres; slipped cqpitaf femoral epipiiyses; tibial~plateau
fractures; azlke arthrodeses; pediatric femoral neck firactures;-
intercondYlhs femur fractures; SI joint disruptions; and subtalar
artlirodeses.

Prescription~ Use X AND/OR Over-Tho-CounterU*_____
(Per Z1-CFR 801.109) (21 CER80>7 SUbipart C)

(PLEASE;DO NQT WPTEBELQW THISLINE.-C.ONTIIjBEON AN0OTHE AGE
NEEDED)

Concurrenc of CDRHK Office of Device Evaluation (ODE)

Division of Surgical, Ornhdledic,
and Restorative Devices

51O(k)Numnber-k~o&2q9o
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